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M an applicant fails entirely to indicate why the claimed invention is useful." See, fn, 4, page 16 

of "Legal Analysis Supporting Utility Examination Guidelines", Department of Commerce, 

Patent and Trademark Office, Docket No. 950706162-5172-01 executed July 3, 1995, by Bruce 

A. Lehman, Assistant Secretary of Commerce and Commissioner of Patents and Trademarks 

(copy attached). The Patent Office has recognized that Brenner required an applicant to disclose 

a utility in his application. Specifically, the Patent Office has noted 

"Courts have found an application deficient under the 
"usefulness" portion of § 101 where the applicant has not 
identified any "specific" utility for the invention. Such 
situations arise rarely; namely where an applicant fails 
J entirely to indicate why the claimed invention is useful. For 

SI example, in Brenner v. Manson . 383 U.S. 519, 148 USPQ 

W 689 (1966), the Supreme Court affirmed a finding by the 

Office that a method of producing a particular class of 
steroids was deficient under § 101 because the applicant did 
not explain why the compounds produced by the claimed 
process were useful. The process in question was patented by 
another who had disclosed a utility for the invention. The 
Court refused to consider sufficient a general assertion, not 
made in the application as filed but instead made by the 
S applicant during an interference proceeding, that the 

;3 compounds in question were structurally similar to others and 

^ therefore might possess a particular biological activity in 

common with those other compounds. Thus, the Court 
focused on the fact that the applicant failed to identify any 
"specific utility" for the claimed invention in his application. 
A more recent case involved an assertion that a disclosure 
that a substance was "plastic-like" and could be pressed into 
films was insufficient to satisfy § 101. In re Ziegler . 992 
F.2d 1197, 26 USPQ2d 1600 (Fed. Cir. 1993). As the court 
stated: 

Ziegler did not assert any practical use for the 
polypropylene or its film, and Ziegler did not 
disclose any characteristics of the polypropylene 
or its film that demonstrated its utility. Ziegler 
did not even assert that the polypropylene was 
useful in applications where any of the solid 
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plastics were used. Rather, Ziegler said the 
polypropylene was "plastic-like." 

Id. at 1203, 26 USPQ2d at 1605. Thus, the failure of the 
applicant to either identify any use for the invention or to 
disclose features of the invention that would make uses of it 
readily apparent, was found to render the claimed invention 
deficient under § 101." Id. 

Moreover, the Patent Office has appreciated that 

"Practical considerations require the Office to rely on the 
inventor's understanding of his or her invention in 
determining whether and in what regard an invention is 
believed to be "useful"... 

Courts have repeatedly found that the mere identification of a 
pharmacological activity of a compound that is relevant to an 
asserted pharmacological use provides an "immediate benefit 
to the public" and thus satisfies the utility requirement. As 
the CCPA held in Nelson v. Bowler : 

Knowledge of the pharmacological activity of 
any compound is obviously beneficial to the 
public. It is inherently faster and easier to 
combat illnesses and alleviate symptoms when 
the medical profession is armed with an 
arsenal of chemicals having known 
pharmacological activities. Since it is crucial 
to provide researchers with an incentive to 
disclose pharmacological activities in as many 
compounds as possible, we conclude that 
adequate proof of any such activity constitutes 
a showing of practical utility. [206 USPQ at 
883.] 

Similarly, courts have found utility for therapeutic inventions 
despite the fact that an applicant is at a very early stage in the 
development of a pharmaceutical product or therapeutic 
regimen based on a claimed pharmacological or bioactive 
compound or composition. Accordingly, Office personal 
should not construe § 101, under the logic of "practical" 
utility or otherwise, to require that an applicant demonstrate 
that a therapeutic agent based on a claimed invention is a safe 
or fully effective drug for humans. 
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These general principles are equally applicable to situations 
where an applicant has claimed a process for treating a 
human or animal disorder. In such cases, the asserted utility 
is usually clear-the invention is asserted to be useful in 
treating the particular disorder. If the asserted utility is 
credible , there is no basis to challenge such a claim on the 
basis that it lacks utility under § 101." [Footnote references 
omitted.] Id, at pp. 4-5. 

The footnotes of the Patent Office's Legal Analysis are instructive in providing a 

summary of the courts' requirements and are reproduced in the following for the Examiner 

convenience. 

m23 

The utility being asserted in Nelson related to the a 
compound with "pharmacological** utility. Nelson , 626 F.2d 
at 856, 206 USPQ at 883. Office personal should rely on 
Nelson and other cased as providing general guidance when 
evaluating the utility of an invention that is based on any 
therapeutic, prophylactic, or pharmacological activities of 
that invention. 

In Nelson v. Bowler , the CCPA addressed the practical 
utility requirement in the context of an interference 
proceeding. Bowler challenged the patentability of the 
invention claimed by Nelson on the basis that Nelson had 
failed to sufficiently and persuasively disclose in his 
application a practical utility for the invention. Nelson had 
developed and claimed a class of synthetic prostaglandins 
modeled on naturally occurring prostaglandins. Naturally 
occurring prostaglandins are bioactive compounds that, at the 
time of Nelson's application, had a recognized value in 
pharmacology (e.g., the stimulation of uterine smooth muscle 
which resulted in labor induction or abortion, the ability to 
raise or lower blood pressure, etc.). To support the utility he 
identified in his disclosure, Nelson included in his application 
the results of tests demonstrating the bioactivity of his new 
substituted prostaglandins relative to the bioactivity of 
naturally occurring protaglandins. The Court concluded that 
Nelson had satisfied the practical utility requirement in 
identifying the synthetic prostaglandins as pharmacologically 
active compounds. In reaching this conclusion, the court 
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considered and rejected arguments advanced by Bowler that 
attacked the evidentiary basis for Nelson's assertions that the 
compounds were pharmacologically active. 

In InreJolles, 628 F.2d 1322, 206 USPQ 885 (CCPA 1980), 
an inventor claimed protection for pharmaceutical 
compounds for treating leukemia. The active ingredient in 
the compositions was a structural analog to a known anti- 
cancer agent. The applicant provided evidence showing that 
the claimed analogs had the same general pharmaceutical 
activity as the known anti-cancer agents. The Court reversed 
the Board's finding that the asserted pharmaceutical utility 
was "incredible," pointing to the evidence that showed the 
relevant pharmacological activity. 

Q In Cross v. Iizuka. 753 F.2d 1040, 224 USPQ 739 (Fed. Cir. 

ifl 1985), the Federal Circuit affirmed a finding by the Board of 

>J Patent Appeals and Interferences that a pharmacological 

jf utilit y had been disclosed in the application of one party to an 

m interference proceeding. The invention that was the subject 

of the interference count was a chemical compound used for 
\l treating blood disorders. Cross had challenged the evidence 

in Iizuka's specification that supported the claimed utility. 
» However, the Federal Circuit relied extensively on Nelson v. 

Jj Bowler in finding that Iizuka's application had sufficiently 

-' disclosed a pharmacological utility for the compounds. It 

distinguished the case from cases where only a generalized 
"nebulous" expression, such as "biological properties," had 
been disclosed in a specification. Such statements, the court 
held, "convey little explicit indication regarding the utility of 
a compound," 753 F.2d at 1048, 224 USPQ 745 (citing Inre 
Kirk, 376, F.2d 936, 941, 153 USPQ 48, 52 (CCPA 1967))." 

The applicants note that the present application describes a number of useful products of 

the disclosed invention, as required by the courts. The comments noted by the Examiner in the 

applicants' publication (DNA and Cell Biol 16(4) 379-389 Apr 1997) are not evidence of a lack 

of a disclosed utility of the present application. The Examiner must appreciate that the cited 

publication discloses a utility while appreciating that further work, such as a reasonable amount 

of experimentation, may always be required or even "essential." Moreover, reference to passages 
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in the applicants' journal article fail to enlighten the analysis of the present disclosure, which 
describes a number of practical utilities for the disclosed and claimed invention. Accordingly, 
the Section 101 rejection of claims 1-5, 17, 21, 31-38 and 48-51 was inappropriate. 

The Examiner is requested to see the attached Legal Analysis, specifically at pages 4-5 as 
well as the footnotes cited therein with regard to the Section 112, first paragraph rejection stated 
in the June 9, 2000, Office Action issued in the parent application. 

An early and favorable Action is requested. 

Respectfully submitted, 
NIXON & VANDERHYE P.C. 




Reg. No. 36,663 

BJS:rdw 

1 100 North Glebe Road, 8th Floor 
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Legal Analysis Supporting Utility Examination Guidelines 
I. General Principles Governing Utility Rejections 

22 JJSiSi^ e * amine application to ensure compliance with 

second purpose has a Constitutional footin^ArSSTi Section 8 
of the Constitution authorizes Congress to pro^dTexciuf ive 
rights to inventors to promote the -useful artsT-? Itai to 

£2 invention fs 'usISa^ofsoS" 61 "* *>»t the 

JSl^lSSi" ""^ ? 6 invention- requirement of § 101 

will arise m one of two forms. The first is where ir f« J,J 
apparent why the applicant believes tnf Sv^t^fto L -useful - 
uSfi^f^J^ aa .«» li ««t fails to idenU?y any speSSc* 

those familiar with Uie tShnoloS2l^?i.^S at ? Iy * B * ar€at to 
SS SrcSciSL 11 ^ ' ° r «*» ^ 



SvJL*/^ ROqUireaeat ^^ires that a Claimed 
SSS^LiT* a SPeCifiC with^Real 



A. 

World" Value 



tte ffi •practiSl'StScv? £"S be CBurt. have used 

Se^urTo/L? ^ Mention?* SSLSSIS ^ST"^ 
the^court of customs and Patent appeals stated in NelL* v" 

"Practical utility" is a shorthand way of attribute „„ 
useful. Because of this, Office personnel should focus on and 
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be receptive to specific assertions made by the applicant that an 
invention is "useful" for a particular reason. Office personnel 
should distinguish between situations where an applicant has 
disclosed a specific use for or application of the invention and 
situations where the applicant merely indicates that the invention 
may prove useful without identifying with specificity why it is 
considered useful. 7 Assertions falling within the former category 
are sufficient to identify a specific utility for the invention 
Assertions that fall in the latter category are insufficient to 
define a specific utility for the invention, especially if the 
assertion takes the form of a general statement that makes it 
clear that a "useful" invention nay. arise from what has been 
disclosed by the applicant. 8 

Some confusion can result when one attempts to label certain types 
of inventions as not being capable of having a specific utility 
based on the setting in which the invention is to be used 
Inventions that are to be used exclusively in a research setting 
(i.e., "research tools-) illustrate the problem. Many research 
tools such as gas chromatographs , screening assays, and nucleotide 
sequencing techniques have a clear, specific and unquestionable 
utility (e.g., they are useful in analyzing compounds). An 
assessment that focuses on whether an invention is useful only in 
a research setting thus does not address whether the specific 
invention is in fact "useful* in a patent sense. Instead, Office 
personnel must distinguish between inventions that have a 
specifically identified utility and inventions whose specific 
utility requires further research to identify or reasonably 
confirm. Labels such as "research tool, " "intermediate" or "for 
research purposes" are not helpful in determining if an applicant 
has identified a specific utility for the invention. 

Office personnel also must be careful not to interpret the phrase 
'immediate benefit to the public- or similar formulations in other 
cases to mean that products or services based on the claimed 

S^^ 0 ?ho U ^-?-/ CUrre ^ tly available ' to the public in order to 
satisfy the utility requirement. Rather, any. reasonable use that 
an applicant has identified for the invention that can be viewed 
as providing a public benefit should be accepted as sufficient, at 
least with regard to defining a "specific- utility. 

B. wholly Inoperative Inventions Are Not "Useful" 

Inventions Under 35 U.S.C. 5 101; "Incredible" Utility 

An invention that is "inoperative" (i.e., it does not operate to 
produce the results claimed by the patent applicant) is not a 
*-^f e S U i ^J* 10 * ^ the meaning of the patent law." However, as 
the Federal Circuit has stated, "[t]o violate § 101 the claimed 

if an invention is only partially successful in achieving a useful 

5725*^* ^?^4° n ° f the claimed invention as a whole based on a 
lack of utility- is not appropriate. 12 

Situations where an invention is found to be "inoperative- and 
therefore lacking in utility are rare, and rejections maintained 
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solely on this ground by a Federal court even rarer. In many of 

S'incrlSblf L^l 1 ? iTTS ^licanfwas^hSt to 

• f l3 -3ht of the knowledge of the art, or 

S£2^iS msleadln 5- when initially considered by the Office » 
Other cases suggest that on initial evaluation, the Office 

SKS??* ^ aSS f Xted utilitv to ^ inconsistent with taown 
atiSiSs Sf?£ lpleS or .- s P e ^ive at best- as to wheSeT 
attributes of the invention necessary to impart the asserted '> 
utility were actually present in thVinveSoT" However cast 
the underlying finding by the court in these cases Sat Led 

couS^d^n^ 00 ^^ C ^ 6 ' ifc clear tha^e^ve^ 
could and did not work as the inventor claimed it did Indeed 

the use of many labels to describe a single problem(e a 2 

assertion regarding utility that is falsi) hS leTto s^ 5 the 

confusion that exists today with regard to a rejection Sled m 

fE^H??- ?J 5° SSi i fU6ls ^ «-totiS SSK^Slre to 
arrif of cJcSH ^ Ch ^ a S te ? Zed ^^ions fo/curSgTwide 
^ ?u S cancers ' a method of controlling the acino Drocess » 
a method of restoring hair growth. 21 Thus S vil^of 
nature of such cases, Office personnel should St labe^an 

?t S ?fcL£1na? a-^ 16 '; " s P eculative " o'otnerSsf unless 
it is clear that a rejection based on -lack of utility- is proper. 

C. Therapeutic or Pharmacological Utility 

Inventions asserted to have utility in thp froahn™,^ x, 

^^lll g H ,° T tSm P mt ^ inventions that provi£ W ^' 
immediate benefit to the public satisfy §. ioiT 23 

Courts have repeatedly found that the mere idntifw^ of a 
Pharmacological activity of a compound that iTrelev^nt l a L 

"J* Profession is «Sd3£ an 

StKS<~ ohemcals having known pharmacological 
activities. Since it is crucial to provide researcher* 

i^S ""^^ t0 disclose pharmacologic^ a^viSes 
in as many compounds as possible, we conclude that 

■S-ffiSSltSiSr-"* -stit.tes't'showing 

*SS 1 tt. , te?ttS*J 0 2 l, 1 for therapeutic inventions 

aevSlopment tfl SMSSW or thera^^ *" 
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™ d °?- a c i aixned Pharmacological or bioactive compound or 
rTo^SS; \ °«i?e personnel shou^of construe 

§ 101, under the logic of -practical* utility or otherwise £r 
SSSfL^i" ^i^. demonstrate that a £tSS£7» 
ba^on a claimed invention is a safe or fully effective drug for 

These general principles are equally applicable to situations 

^S^V 1 *- ? UCh Cases ' verted utility is^Uy 
clear—the invention is asserted to be useful in treating the 

;?iHtfS^° § C m lenge such a claia on ^ 153318 that ifc 

D. Relationship Between 5 112, Pirst Paragraph, and § 101 

A deficiency under § 101 also creates a deficiency under § 112 
£S5 pa f a ?F^ h - , ^example, the Federal Circuit recently 
?ho S f: "?J ^o""!^ ^ a claimed invention does not have utility 
the specification cannot enable one to use it « 29 As such a 
rejection properly imposed under § 101 should be accompanied with 
JhftT X i 2 ' f±rSt I»«8«*h. It is equS^leaT * 
H i o f^? ° n " laC f ° f utilit y<" whetSr grounded upon 

Ll ! l 12 '.^ rst Paragraph, rests on the same basis (i e 

r^leSSSfS.?^ 1 ^ " 5 0t credible >- To avoid confusion'lny 
rejection that is imposed on the basis of § 101 should be 

??S Pa S2t 1 ? B ^SSh t 1 ~. bB F d °V first Paraph. The 

s li^i, tirst paragraph, rejection should be set out as a seDarat^ 

rejection that incorporates by reference the fac^uallLsJ an^ 

conclusions set forth in the § 101 rejection. ihf§ S first 

paragraph, rejection should indicate that because the Mention as 

r?i^-^ e ^°^ Se iw^tica as claimed, and as suchT^the 
claim is defective under § 112, first paragraph. A § 112 first 
paragraph rejection should not be imposed or maintaLed unleS an 
appropriate basis exists for imposing a rejection under S^LOl 
SSSd^- gU±deline ^ 30 Particular, t*e fac?ua? Showing 
needed to impose a rejection under § 101 as outlined intSese 
guidelines must be provided if a rejection bSed oT§ U? Srst 
paragraph, is to be imposed on -lack of utility- founds 

^if- i " ,POrt !? t t0 recp 9 ni2e § 112, first paragraph, 

whffhf ^ related to the question of 

Te^Z ^e n cl^s X ZT f 1 ?? laCkS Uti i^ y - 31 T ^™ers delude 
wneuner the claims are fully supported by the disclosure whether 

the applicant has provided an enabling disclosure of S2' claimed 
subject matter, whether the applicant has provided an alequtS 
Td^T deS £ ri £ tl0n ° f the Mention and whether thfapplicant has 
Set 32? ? e bS ? t m ° d \° f P«<=ticing the claimed invS^iin iSI 
fn C L? at an ^ a PP ll ? a »t has disclosed a specific utility for an 
invention and provided a credible basis supporting that specific 

comiMw??^^^ 6 . 3 ^ for ^eluding Kne^S 
SSL ?5 the requirements of § 112, first paragraph. For 
example, if an applicant has claimed a process of treating a 
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j , WQi)i5 £or asserting tnat the compound is useful -in 
SSnn* relevant art would have to engage in aTmdue 

region unoer rur1iS^araaxa^ il t e T inati0n ' "» 
than -lack o? „t-?-i till £ ^st Paragraph, based on grounds other 
. t acK 01 utility" should be imposed senax-at-ow 

SJ^SS^S? ^ t0 ^ wWl^ 112. 

A " S^Set^t lDVBnCi0n *• «- - «. utility 

^can^s^^ an 

rier ts TF^S^Z^S^™ ^ own 

speaking, howe^er^ depended SiSZS-**™*"? ' "^ally 

has utilitv if t-h> Sil^ « claim will define an invention chat 

invention LvLg^tuK? " ^h^n" h " de£ine<1 30 

ST* ^^SltralrMre £OTf icLnt 
SeSficTSlSfef^i" 16 ?° r ".applicant to identify several 

? toe claimed invention to satisfy § 101 and s i 19 
under § 101 or § 112 35 An • utlllty re 3ection 

^iss^s^^^g?- eras"* 

regard 3^^^'^^^^ B SiX ,ntMl 

it 9 prS^ts° f Si^^ES^S 8 ^* ^ « assertion 

not to read into a claim ^? a J so especially careful 

embodiments o? L iSven?io? "^Sn^E 1 ?' ^^"^ « 

invention. Doing so can inappropriately change 
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™h "^ ati ? nshi P of an asserted utility to the claimed invention 
and raise issues not relevant to examination of that claim 

B * U T «t r ! "? As8ert « d <* W*ll-E8tablished Utility for 
the Claimed Invention? mm.*"* XO r 

Upon initial examination, the Examiner should review the 

i SSS SSS^r-SeiSffi.' St "^ "S 1 - lilies 

1. An Asserted Utility Must Be Specific, Not General 

A statement of specific utility should fully and clearly explain 
why the applicant believes the invention is useful ^uch 
statements will usually explain the purpose of or how the 

inTS^S *? T d (e ' g :' 3 i- believeS tote useful 

f I of * Particular disorder) . Regardless of the 

form of statement of specific utility, it must enable one 

beliSEi H^ 1 * j 11 -^ 6 "F* t0 ^erstand why the ap^icant 
believes the claimed invention is useful. 

Siw/nf! ^ ™ ntion a* 3 a well-established utility, the 
failure of an applicant to specifically identify why an invention 

Sder 1 ^ Ed? ???^. re ? ders Maimed ii^^dSSST 
unaer § 101 and § 112, first .paragraph, in such cases the 

alltZT- ^ a±led t0 identif y a "^cific SSliS" fo??he 
claimed invention For example, a statement that a composition 
has an unspecified -biological activity- or that does nS explain 
why a composition with that activity is believed To L SselS 
fails to set forth a "specific utility.- 37 m contrast a 

Situations where an applicant either fails to indicate whv an 
invention is considered useful, or where the aSucan? 

el L deS< T ribeS ^ utilitv sho ^ Mr2S one 
reason for this is that applicants are required tSlSclosS the 

^ S OWn t0 them of Pricing the invention a? thftSl 

of^fstcific SSiS^ aPPl ^ Cant Wh ° omits * ^crStion 
describe? SfJ nM^^ 7 f inventlon ' °* who incompletely 
b«? iSSf that utility, may encounter problems with respect to the 
best mode requirement of § 112, first paragraph. respeci: co cne 

2. ^ Statement of Utility for the Claimed Invention in 
the Specification Does Not Per S« Negate Utility 

Occasionally, an applicant will not explicitly state in the 
specification or otherwise assert a specific utility forlne 
claimed invention, if no statements can be found ILer^ina a 
specific utility for the claimed invention in S2 SSSfiStion 
Sf ■ n f^^i ShOUld dete «nine if the claimed invSio'n hts a 
well-established utility. A well-established utiS^S onT tilt 
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statement of specific utility oeca ^e of the omitted 

uL£?? aPPlfcant subsequently indicates why the invention is 

Bvaluating th. Credibility of „ As.erted Utility 
an a...rt.d utility Cw.t.. . Preemption of utility 

P^tLTIf "u^^wi^f^ creates a 

theL ?i 5 T lre Claimed sub 3ect matter uSiiT 

thnbjectivft^of °?h in the ^ to^SSion 

scope 40 the statemen t of utility or its 

Thus, Lanqer and subsequent cases direct- t-*o nf«- *. 
^"SJS'o? ef^* ^^ ^ZtTs t" eTTor 
uSers?aSd?ng n of °nif fF^JX^*^ t0 ^^"s 
is evaluated g OffSe SrsonnerSouJS'not^if J?""* ? f V tiUt * 
truth of the statementof utilitv ^ ^ ^ est ^ning the 

u«nent or utility. Instead, any inquiry must 
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S^^^J! Sk i ng * if t ? ere is ^ reas °n to question the truth of 
the statement of utility. This can be done by simply evaluaVina 

evid^e C c!fJ^L S S temea ^ taking mto coSderSoTan? 9 

evidence cited by the applicant. If the asserted utilitv is 

credible (i.e., believable based on the record or toe nSurl of 
the invention) , a rejection based on "lack If u5l5S"^?St 
appropriate Clearly, office personnel should not begii aS 
S t?^? 1 ^ that an asseV?^ SSSty^is 

Compliance with § 101 is a question of fact.* Thus, to overcome 
the presumption of truth that an assertion of utility by toT 
applicant enjoys Office personnel must establish St it if more 
likely than not that one of ordinary skill in the art would dou£f 
(i.e. -question") the truth o^te statement of uSli^ To^o 

Sat'tS^^:^ 3 ? 1111 ? 1 mUSt provide sufficient to show 

that the statement of asserted utility would be considered -false" 
by a person of ordinary skill in the art. of course TSr.nn!! 
ordinary skill must have the benefit Sf both facS and reSoSna 

the applicant has presented facts that support the reasoning used 
a utilifc y' 0«ice Personnel must present 9 ^ 

countervailing facts and reasoning sufficient to establish that- * 
person of ordinary skill would no? believe toe applicant 's 
assertion of utility. « The initial evidentiary s ?anda?d used 
during evaluation of this question is a prepondelan^fjf Se 
evidence (i e the totality of facts and ?££oning" suggest that 
falsi) * llk6ly ^ n0t that «*• statement of ^e a^Scanf Is 

2. When is an Asserted Utility Not -Credible"? 

"PP^cant has specifically asserted that an invention has 
a particular utility, that assertion cannot simply be disSssed bv 
Of f ice personnel as being "wrong, - even when there may bTJeaJon 
to believe that the assertion is not entirely accural R^hS 

crfdSl^r 0nnel T S J deter *i*e if the assSion^f utili^f' 
SESdiblg (i.e., whether the assertion of utility is believLS to 
a person of ordinary skill in the art based on toe toto^Hfol 

to Se e wt re ^° n t ng P rovided > • assertion is £2£b£ unless 
l£L ^ he 4 . logic underlying the assertion is seriously flawed orfb? 

£2f! UP S n f^ Ch the asserti °n is based are^coSiJSnt wito 
the logic underlying toe assertion. Credibility lis used St-M« 

"gi'ranrScts^ 6 ******* ° f ■t22«'l£2d £ 
asfert^n of Sigg.™ ° ffered * apPliC3nt to su ^ ort the 

ffi 2 ?^^ SK^i^SK should 

counter what contemporary knowledge mi^ht otolr^Sf LaaS? 

?voifo? e - SOnn ^ Sh ° Uld carefu? ' howeve? n1T?o ^ certain 
types of inventions as "incredible- or "speculative- aTsuch 
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-it f ^iL r *" ™ 7 ^7 w; Titfa^t ■ 

asserted utilitv is »7nZ^jKi f 1 ' A conc lusion that an 
Office has evaded SS^S ! C ^> reached «*Y after the 
utility and S^SiS^tSTo^Si? ^ regarding 
should be particularly caSfS^ft- ^ assertion. The Office 
that an asserted uSlitylJ « S/^u? 1 * 1 a Presumption 
to base a reaction underl SSH! tSt^^tS ~ d 

Surts^^S^ JSJdS SUS ^ * Federal 

rejection was susLSefe??her hSE ^ Cases ' the § "1 
disclose any utility^ rS^^?* 6 ^ failed to 

could only be trie If SSlSTfJSiS,?? ^ utility that 
the second law of thermody^cT or J f? lf i c P*"^ 1 ^ such as 
Wholly inconsistent with S," a ,i aw 1 °f nature ' or was 
Special care therefore sh^lST? kn ° Wledge 111 the art.« 
credibility of^S^SJrS^SJ ^ When ass essing the 
invention/ In ££"£2? ^E^ffi? ** 3 Clai " ed 
a disease or condition or ?h« ? of succ ess in treating 

for testing the eff e^iveneS of XS ? V*»» model 
humans, should ^ S £3SS a£nflL^. t ~£ ia ? a border in 
challenging the asserted^i^under^ 6 !^ . * ^ 
C . Initial Burden is on n*«j 

invention lacks utilit y S £?Z sh ?Y ln 9 ^ <*e claimed 
basis for f actua? ais"u£,tSL reliST?™ a . su «"ie°t evidentiary 
prima f.M. showing.'' if 2S £fcf! 2°" ««*°lishing the 
iasis case ajfl provide evid^tSS l^l Pr0per ^ 

■I "I. a rejection on this S^SS^'^ES* ^ 

StSen?^ It^Lr" J" S6t f0rth to * "-"-reasoned 
person of ordinal sSu'iTS «"nd reasons why a 

statement should specificaiw ... not OSfllfcis. Toe 

f.ctua! conclusion! m^e S 1 Le^Sa Y fS? ^asis of any 

statement must also ambi, 7Z Pr U M fane showing. The 

supports the LSLTSS^S no^nfS ° f re ? 0rd ^ 
ordinary skill . y not ^ Persuasive to one of 

^^^^ 

scientific"\ r Sa55ef) JS^FZl °^ e ^ tS ^om patents or 
factual conclusion^ ^ any 
documentary evidence is no? ■ ^ f ?7 1P sho »i*9- Only when 
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Sah £ r J£? £a ^ tual S" 1 ? o£ ^ Btiaa-Sasifi showing saisly. 
through an explanation of relevant scientific principles. 

forth mi initial nHwi^ '.ZTiiii 1'^ SS££ r l£l 

personnel should explain why any in vitrr^ or in_vjj^ta supplied 
by the applicant would not be reasonably predictive of A .SSiiS 

stm P S t ae U ari ity B v r ° m - aie of a pers^ordtnary" 3 

1m. J^-j * «««B specificity, the applicant will bT^ 

able to identify the assumptions made by the Officein SttiiS 

SScS? re3eCtlOD "* ^ 1)6 81516 * -""-a^ESS™ 

^se'de^^ 

is defective in relation to the assert?oL of Se SSSn^S? 

evidence sho^n^^ of SSS^SJS?- -^S ^ ^ PrOVides 

a person of the invention" asler?S utSf£ aS^SS"? SU=h 
foflurtner jesfla^ ST" fo ^ ^in- £ ™ Sand 

redunS^fwouwIee^f servffff ^ Uld *" 

unduly burden the^SSanc . "2™ ^ 9 eXCept perhaps to 

sr i ^ t o 1 r„ t o f li v e " poB " to a w"-* «-j.=*ion 

"rrefp^nrreSction'undetSlS P ? P ^ y ^° Sed ' alon S wi * • 

Sant i sir sssjsFS-sre- 

Sln^Sts S tee^i^" 19 My «* bl »»"«> of the following: 

sub^S S in°afLSion^erl7 0 ^TSf 9 ' °? neW 
publication. ^ aer CFR 1.132, orina printed 
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tC , " aintain th. rejections unaeTs lMand s 112 ?<= 

credibS ofoSSr? S^tT^^g?^ 

cannot maintain the rejection. 53 ^ e art ' **** Office 

P. Evaluation of Evidence Related to Utility 

There is no predetermined amount or chararhar «•? ~ j 

contravene Sk^cSc^^^ « 
^Se^ols^TS ^ ^e^r^idfevSence 

that it establishes an LSeTuSlf^ Pr0V ^ such 
certainty." Ii^tead ertlSf wiS be^sSflcW^f 0 * sta «, st "»l 

III. Special Considerations for «. 

fhaxmacological Dtiliti.. A "* ertaa Therapeutic or 

Mrice^SSrSnfa S5 o^tU^Lr^^- r9je = tiODS * 
therapeutic or phSSoSS^,^* ° £ ■» MSerted 

go^Sc^ty'ora^^Wrlf^ 0 ^ 
therapeutic use if there is » JS?.!»,:ii rele y an ? to an asserted 

activity in question S £ .SKfiuSS**!" toe 

saSL^sas ssa^^^as- ...... 

compound as a matter of^-f^S 8 ^ 3 <*«rapeutic use of a 

>«vi to p«^^*2^^ss?^^s^' t f^*r h , " or she 

S5£tS$ Se^aS ^ Serted " S.'as^urtsTve 
beLe en^Siv^y anl'tne V~ delation 



Page 12 

B. 



St!? C ity ral Siail,lrity t0 Compounds with Established 

SSSnf^ si^larity to a 

utility as being suppor?i?e^f ^LESZ P^cological 
for a new conroound ^ Such ^^n^I^ ^\° f therapeutic utility 
weight in detSSng w£ett« on? ^kS^^S*™" 1 a PP ro P^te Y 
the asserted utility credSlf skilled in the art would find 

not only the mSSLS^^' ^^S^SS^ s £ oul V Valuate 
the reasoning used bv th* Snif^ relationship, but also 

that structural SLJLS^K SnevS to^ 1 * 3 ?* t0 ^ lain 
applicant's assertion^ utUi^ relevant to the 

C * S*S5. f f°" n * T ° or * n * a >*l Testing is Generally 
Suffxcxent to Support OWapeutic "?i" ty 

invariably wi£ £ S iS to "LLSSh^ aWt 

pharmacological utilit£ est ablish therapeutic or 

in case his a Fede^L cSu?t ?e?S?ed S - ? 0 "^ ° r P"^'" 
asserted utility with dat^hu^llSicIf " 

^I'Ss't^r ES^S WhSther fr0m ™ V*tm assays or 

explanation of wS^hat dfS P « rt utility, and an 

Office wi?? deteSin^f^ SS°fnd 22 "tility. the 

viewed by one skilled in the *S*,f^L explanation would be 
the asserted utility 62 oSicf L*! ^ reasonab ly Predictive of 
evaluate all factoS'that ™^ P ^? n 0nnel wwt careful to 
Person of ordln^skg* 'i^g St to 2* C ° nclu ? ions ° f » 
the test parameters, choiS of animal SiS^" ^^f 1 ' deluding 
activitv to fh«» «rf4 ^ • a n i T " ai, relationship of the 

of tSe^oSd or'cStSrrSatL? ^^' Characteristics 
provided and, most SorteSS' 2?2S? significance of the data 
applicant as to why^e infor^^^ ^^ation offered by the 
support the asserted uLSty S ?hf is ^lievea to 

with the asserted utUity the 5f JSl Supp f led is consistent 

under § 101. C1A1CV ' the Office cannot maintain a rejection 

rlc&d 0 ^ SSi^^S D th % f0r ? ° f - art- 

condition to which tht JSLSl Pffticular disease or disease 
test that Se a^Jica^t ?e2onif UltY f elates ' fr om any 

utility should * e^uaSFSSS 7 ? tr ? lat,B to the asserted 
provide oitiTni^^^?^^? 17 - ™ US ' 311 applicant may 
appropriate explanation If L whT^ St-^ 1 "* 1 m ° del with an 
utility. ThrSbsence of 1 certificitLf ^S!^ the asser ted 
xs an industry-accepted model S in? ^ that the test in question 
from an animal model is in ?Li ^P^tive of whether data 

Thus, if onTsknlld £ Se St t0 asserted utility. 
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£25^ 2 —a- be 

D. Human Clinical Data 

related to treatment of humandiS^ders S?,.i m ' eI " :1 ° n 
situations «here no art-recognSeftSmal SSl^^ilVf^^ 

provide a ocS^^i^iS^t^^2 , ^ 1 2g 1 3S^J , ^ e ^ 

art (e o th» , . 7 . sgPgCiany, skilled in the 

• * e ;9-' cne Food and Drug Administration) t-h»t- t-v.« 
investigation may be successfulQ.,^ 1 • 7 ^ 
basis for the sponsor 's e^eSati J ^L? * ould P rov i<*e a 

successful. In order fo^KSJP" ^ "^estigation may be 

the first phase of SinlcS 25^* ?^ Ot0co1 for I testing, 

of how the tog mlgSt^ SfSSvi S i° n i'/2 me credible rationale 
necessary. Thus as \ f or could be effective would be 

human ^ ^fgSJVT Li if nT} awn "~ir tin- iTnr intn i 



E 



safety and Bffieaey Consideration. 



«aS% a ^LemenS e of'1hf™ i r' -Plications to the 

Government have beS LSL^S K t6nt laW " . 0ther agencies of the 
conformance ^ ^^"SMiS^S^fg ST 1 *"" 

Office Personnel to^es? evid^t^ f Cla ?°f i -. it: is 1 ***°P«r for 
humans, or regarding JffSSZ'afigcSS^.'* ° £ 
P. Tre.ta.at of Specific Di...,. condition. 

^^ssS^Sr^fJ assess. 

utility 5 not t ^ B i^Lou?d e be la SecS. WhiCh m — 
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In such cases, the Office should carefully review ; e w 

claimed by the applicant. An assertion to?^c£iLf iSSS- 
is useful in treating a symptom of an incurable disease m TS OD 
considered credible by a person of ordinal IkUliT^rt^ 

SZ&J? *W " treafgfl ^Jea^g C anf severed 
debilitating illnesses, even where no alternaliveU^ra^Sist, 
Illicit xn these regulations is the recognition that^eS 
qualified to evaluate the effectiveness of theraBeuticfla? Ld 

£?s for^curanff ^ f° ° 0ndu « eSKowS of 

o^ugs ror incurable* or previously untrea table illnesses i-hne 

is a reasonable expectation of success, supported bv sound 

SL Sh ° Uld * SUffiCiSnt t0 ^ -ch a 



72 
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Utility Review Flowchart 

Identify what applicant has claimed as the invention 



Does the invention have a well-established utility? 



Has the applicant made any assertion of 
utility for the invention? 




Does the assertion identify a 
specific utility for the invention? 




t +. 


, v 

Reject under §101 5 
and §112, 1st H using i 
rejection format "A" J 




Is the assertion of specific utility 
credible? 





± 



Reject under §101 
and §112, 1st H using 
rejection format "B" 



Do not reject 
under §101 and 
§112, 1st Tl 



Applicant has not disclosed any specific utility for 
the claimed invention, credibility cant be assessed, 
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whi^ea'ds:^ reqUirSTCnt " found ^ • ™ of title 35, United States Code. 

Whoever invents or discovers any new and useful process, machine, 
manufacture, or composition of matter, or any new and useful 
improvement thereof, may obtain a patent therefor, subject to- the 
conditions and requirements of this title. 

1 . ^ P i afflond v Chflkrnhfirry , 447 u.s. 303, 206 uspq 193 no 80 i . m*^-* 

Eifibx, 450 U.S. 175, 209 USPQ 1 (1981). v 
(FedfSi ^isS 1 )"'' t?t " if1 " 1im ^ P r T,1 , TrinM ?T ' r ' 945 F ' 2d U73 ' 20 USPQ2d 1094 

If § C l01 t whtr t K° Und ? application deficient under the -usefulness" portion 
of § 101 where the applicant has not identified any "specific" utilitv 
invention. Such situations arise rarely; «^J^iiS2^ 
entirely to indicate why the claimed invent is use^T S ™i 

interference proceeding, that the compounds in quesTiS wS s^cturSv "° 
similar to others and therefore ^ possess a^tiSlaTbioScaT activity 
in co^on with those other compounds. Thus, the Court focused « the fill 
that the applicant failed to identify any "suecifir n^nZH- * on cne tact 

was insufficient to satis^v s mi t „ . UAa Pressed into films 

1600 (Fed Cir 1993) A J * 1m1fr ' 992 F ' 2d 1197 ' 26 USPQ2d 

vrea. t.ir. 1993). As the court stated: 

fi?f ^ di t n ° 1 t aSS6rt aay P ractical «se for the polypropylene or its 
film, and Ziegler did not disclose any characteristic ofthT 
polypropylene or its film that demonstrated its utility z^ier did 

invention deficient unlrY lof * PPar6nt ' ^ fOUnd t0 render the clairoed 

lut-i-A X380) , the CCPA reversed a finding by the Office 
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that the applicant had not set forth a 'practical- utilitv „nri^ c mi * ~~ 
the fact that the applicant asserted that the conposiU^ ^useful^ £T 

^ - Provid^evidencrto s^ort ^ 

We l SPll V, Bnwlrr , 626 F.2d 853. 856, 206 USPQ 881, 883 (CCPA 1980). 

For example, indicating that a compound may be useful in t-«»n-iT,„ 
unspecified disorders, or that the abound has b^ogic^ 
propertxes, would not be sufficient to define a specific utilSTL- «. 
compound. Contrast the situation where an appLc^t Ssc^ses^ £L2L 
bxological activity and reasonably correlatefthTacS^y to a Sseas" 
th^ound" 6 ^ WOUld * SUffiCi - - • ^fic^y for 

KnaPP Y i ftndfmOTI , 477 F.2d 588, 590, 177 USPQ 688, 690 (CCPA 1973). 

fisfi, fijL, Brennflr Y ^mnn , 383 u.s. At 534-35, 148 uspq at 695-95. 

!1 J fiS£ '. NeWMn Y l 877 F - 2 <* 1575, 1581, 11 USPQ2d 1340 1345 

968i £T 1989,; 1 0 ^ 390 F ' 2d 985 ' "6 UsS 67 676 CCPA 

0 3 u Tc^TToT^^' 0 ' COUrS6 ' d ° eS n0t Satisf ^ the regulrSent 

01 u.s.C. § 101 that an invention be useful.*). 

usPQ2d 1401, 1412 (Fed. Cir. 1992) (emphasis added) See also e t a, t>^+ 
Ihroi mifl o T PorHrr n, fl n . 620 F.2d 1247 1260^1 ^5 usm ° 0 

SfiS In_Cs_ajana, 51 F.3d 1560, 34 USPQ2d 1436 (Fed Cir 19951- t„ 

1973), m re Mmrorrtn , 439 F.2d 220, 169 uspq 367 (ccpa 1971). 

I n r P fifron , 325 F.2d 248, 253, 139 USPQ 516, 520 (CCPA 1963). 

£*a~ In re fiirhm . 566 F.2d 1154, 196 uspq 209 (ccpa 1977). 

fxeqeau v , M<minahoff , 776 F.2d l034, 227 USPQ' 848 (Fed. Cir. 1985). 
Newman V Pnlng , 877 F.2d 1575, ll USPQ2d 1340 (Fed. Cir. 1989). 

I n re Houghton , 433 F.2d 820, 167 uspq 687 (ccpa 1970). 
i n re Runftln . 354 F.2d 39s, us uspq 221 (ccpa wee). 
I n re Citron , 325 F .2d 248, 139 uspq 516 (ccpa 1963). 
I n re EUororh , 419 F.2d 918, 164 uspq 221 (ccpa 1970) . 

I n re FrrHlff . 417 F.2d 1072. 163 USPQ 609 (CCPA 1969). 
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IXU^ShilOi^, 229 F.2d 457, 461-2, 108 USPQ 321, 325 (CCPA 

contravene established scTLSf^e ^ T tt " ccord ^"^ or « 

alleged but not generally rec^eT^f £ °l *° Up ° n ^iPK* 

ultimate fact ot operati™!!!^ ' d<,gTe * ° f Mr «i"ty as to the 

operates „ not ^LeTe^ ., 

Personnel snould ^x^Z SJ^ ,^0^ * 883 ' ° f£i " 
when evaluating the utili^Tf ~ providing general guidance 

Prophylactic, L'SS^ ^ therapeutic, 

in the ^f^; e ^ ^ ™ "--ent 

Patentability of the SveSoTc^ «- 
failed to sufficiently and persuasivelv ? SXS that Nelson ^ 

practical utility for the i™"!* „ disclose in his application a 

of synthetic ^^l^L^^'J^T ^ ^ claimed • «*« 

Naturally occurring pr^iSEf „T occurring prostaglandins, 

of Nelson's appl^ati^ SdT^ ^active compounds that, at the time 
stimulation 0^"^ the 
abortion, the ability to rai^TTi !? ^suited m labor induction or 
utility he identified £ £s disclosure" ^ Pressure ' etc - ) • *° support the 
the results of tests dSoStra^S ^ \- Nelson ""^d i» his application 
prostaglandins rela^ive^S ^ ? bloactlv ity of his new substituted 
prostaglandin^ lS Su2 f ? ° f Mtu ^"y occurring 

utility reiuSemeS lS Sentirv^f thf*' ^ *** Satisfied ^ act «al 
Pharmacologically telle ^^tl ^ sta ^dins as 

considered and rejected arfT Z°Z: * reacl "^5 this conclusion, the court 
evidentiary^asis forleS^T ^ by Bowler that attacked the 

pharmacologically acti^ * S8e ~"- that the compounds were 

-t^^phal^ «» "30,. an inventor claimed 

ingredient in £ co^^^S^ t ^ t i"- ^ 
agent. The applicant provided evid^I ruccural «n»loff to a known anti -cancer 

the same general Pl-J^^"2SSLTS Claimed ™ l0gS 

Court reversed the Board's f "dina ^t ^ anti-cancer agents. The 

was -incredible, - poinSno . ^ asserted pharmaceutical utility 

Pharmacological activity ^ that Sh ° Wed ^ rele ™t 

In Cross y Tiffllfrfl, 753 F.2d 1040 224 USPn 7"»o /„ ^ „• 

Circuit affirmed a findinc bv IZ \ V ! ( Clr ' 1985) ' «"» Fede «l 

that a pharmacolcgicaf utility £d £!n ? ^ * WMQa ^ **erferences 
Party to an interLrence proc^Sna Shf " «*" a ^ lica tion of one 

the interference couS was a TSLi J lnv !" tlon that was the subject of 
ount was a chemical compound used for treating blood 
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disorders. Cross had challenged the evidence in IizuJca's snecification -w 
supported the claimed utility. However, the Federal^rcuxt^d ' 

SSv ^"Y " nWlfr * ***** Ii2Ute ' s plication had 

Sffin^L^ Cl ° Sed * P^^ical utility for the compounds, it 
distinguished the case from cases where only a generalized^^nc 

specification. Such statements, the court held -eonvm, n«i , . . 
indication regarding the utility of a co^d" f 1 753° TL ^0^22^™ 
745 (citing in^^. 376 F.2d 936, 94^153^ \l] '52 ^ 
Mfilacn, 626 F.2d at 856, 206 USPQ at 883. 

7,o 'Si,'!!" 1 CirCUit ' 111 Cross y, Tifflllffl, 753 F.2d 1040, 1051 224 USPO 
739, 747-48 (Fed. Cir. 1985), commented on the significance of data trim ?„ 
3U£r* testing that showed pharmacological activity^ " 

We perceive no insurmountable difficulty, under appropriate 

JZZTT^' ** find±n9 that firSt link * Se screwing 
chain, i n v i r.ro testing, may establish a practical utility for the 
compound m question. Successful in ykro testing will marshal 
resources and direct the expenditure of effort to further in v^n 

benem L T -J.**-* pounds, thereby providing anl^Lte 
benefit to the public, analogous to the benefit provided by the 
showing of an in vivn utility. * V 

ST*. ~tAT£L CirCU i t re i! e " ted «*t therapeutic utility sufficient 

^ttjs ^f- si^rs - 

F.3d 1058, 1063, 32 USPQ2d 1115, 1120 [(Fed Cir iq<J4n Z I \ 
^ M - - Particular » the 'c^VpnarLJScaf 

I n r R BrnTW . 51 F.3d at 1568, 34 USPQ2d at 1442-1443. 

See In re Brarm, si F.3d at 1564, 34 uspcod nic T * 

F-2d 1322, 1326 n.10, 206 USPQ 885 89 n 11 (CCpI ".Ml t " T^ ' 628 
P.2d 1237, 1243, 169 USPQ 429, 434 ( A n ^! * " ^ 

fact useless an »ii„,,! *T *ccfa lsvl) ( [I] f such compositions are in 

court" ^rs r h : ss 1 iirrS.: a,mo h t - iMve " u9ht to — 

cast the S101-5112 relationship such that S 112 presupposes 
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SrSEJT T^J compliance, fi^ fa „ g1ffff1pr . 992 F . 2d at 1200 . 01> 

mattfrof T rThe hOW t0 1186 Pr ° ng 0f 8ectio » 112 incorporates as a 
matter of law the recrement of 35 U.S.C. § 101 that the specification 
disclose as a matter of fact a practical utility for the invention r f 
the application fails as a matter of fact to satisfy 35 oTTTlOl" th e „ It 
application also fails as a matter of law to enablf one li '^L^'^T^ 

936 942, 153 USPQ 48, 53 (CCPA 1967) ("Necessarily, compliance with S 112 
requires a description of how to use presently useful inv^ll^ „Jl 

iTAtriT* anonalousiy requ±rL to -L^rto^rrSeie^ 136 



In Tff flrffllfl , 51 F.3d at 1564, 34 USPQ2d at 1439. 

In other words. Office personnel should not impose a 5 112 first 

SSSS-iTSSl? 9ram6ea °" a " laok ° £ utility - 101 

31 The court has sustained rejections under 5112 wh**n ~* 

c=n.« £!?: i • ' £a "° rs th * t »l«"t in determining «hat 

o£i s«' L? ™ p.t £ \ t > 19881 E* MTtf fnrmnn, 230 

« . ' Int - 198 6>>. These factors include -(1> th. 

presented. (3) the presence or absence of working examples. (4) the naturT^ 

If tiTST,, Pri " «*• <«^f SlT oTthose 

orealth^'tne C £LT " "•"""•""W of th. art. and ,8, the 

Fed «r' S 1 f ° T "f V HTlTOhlTll T i frU 52 F.3d 1043. 34 OSP02d 1565 
cases, the applicant should he encouraged to - J^TiSS^ail'if „ to 
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becomes unnecessary to decide «hether it is in fact useful f L^T-i 
Purposes -indicated' ^ ^ M posX^ful •, In^ 1 

W^'SJ-^.Ti'JS, . ,CCPA 1S76,r -SliLSS. 



36 

(Fed 



i. Cxr. 1991); In r P ffnmnrl , 292 F.2d 948, 130 USPQ 215 (CCPA 1961). 

Brenner y Mmrnon, 383 u.s. .at 531. 148 uspo ^ hqa ,~ 

'biologically acJve^ or'haf (indica tion that compound is 

1973 i inrr- 480 F ' 2d 880. 890, 178 USPQ 158, 165 KCPA 

22isrsns g t ?ss" of inveation as sedative 2* ~ 

central ^ effects on the 

I n re Mlrm , 344 F.2d 970, 145 uspq 390 (ccpa 196 5) . 

tI Sfifi ;>,t kSU ' I n rft iTOllffB . 628 F.2d 1322, 206 USPQ 885 (CCPA 19fl0» t 
IXQUa, 340 F.2d 974, 144 USPO 351 t„ 7 0) ' I °- J:£ 

USPQ 288 (CCPA 1974 • m II I I In re TiflTiqrrK . 503 F.2d 1380, 183 

(CCPA 1977, " SlPhm - 566 F ' 2d 1154 ' "59, 196 USPQ 209. 212-13 

the CCPA^ ^^SJSoS^T.Il^ ^ ^ ^ 

first paragraph, rejections: f0rmUlati ° n ° f the standard for , 112, 

[A] specification disclosure which contains a teachina of m.- 

"rreL^r ° f ^ "* «- inv -"°* wnicf ^ 

correspond xn scope to those used in describing and defS£ the 
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wS e ^e^bl SOU9ht t0 * Pat6nted ^ be taicen as in compliance 
with the enabling requirement of the first paragraph of S 112 unl^ 

1 See. I n re tanner . 503 F.2d at 1391, 183 uspq at 297. in_x e Maiaeh^v 
530 F.2d at 1404 189 n<?Pn A-m T „ za re Ma i acnowsfa , 

1441. In rft Rr "™ ' 51 F-3d at 1566, 34 USPQ2d at 

Raytheon y Ropfr , 724 F.2d at 956, 220 USPQ at 596. 

L Jn 6 ? i ** ltiary . Standard to be used throughout ex^ examination in 
setting forth a rejection is a preponderance of the tota^Tf^ 
under consideration. In r» ^>JC 977 p L id!? i!^T 2f 6 evidence 

(Fed. Cir. 1992, (-Aft er " e^ c e^r ™t ^ ed IT ^ 
response, patentability is determinedTSS toJ^TZZ^^S?' " 
preponderance of evidence with due consideration to ^ersuaSve^ess V 
C™ 5 ; ,; l\ZS q T ]] ' 1496 ' 150 °' 2 "™^ri00 '(Fed. 

u JJn AiKeAy zaaa not that the assertion in question is true Her™™ 

HuddifRt-nn, 459 u.s. 375, 390 (1983). Herman v . 

Office rejected an application aa being defLiantunoer \ f ^ 

failure of .tteTcL^dT^h. " ^ 9iVOT "» 

Office also provio^a^erl- %£T ^ C ° trot tumors. The 

tumor models). The Federal rs«n,?T?- ? ' certeun "urine anti- 

oroH k . i ^ tl, * a J e facts " th « of the invention and the FTO-. 

£ SHt ?f !T int ° "~i««»tion «e conclude that one skills 
5 "jf"" - —-Mr doubt appucents" 

required to substantiate their presumptively correct disclosure to 
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avoid a rejection under the first paragraph of § 112. fi^ m ~ 
Mar Z QCffh l, 439 F.2d at 224, 169 USPQ at 370. 

The Federal Circuit then criticized the Office for failing to evaluate 

fou^r^hatT^ * ^ ?* liCant With level o^LS^ lt 

ffrSefS * PerSO »° f ordi ^r would have considered the evince 

2=15 M£=^;sss rcrA-5£.r 

51 F.3d at 1567, 34 USPQ2d Tt 1442 (fooSote^tt^ * " ^ 

^w!? 8 "?' COUnterS that such inviYO tests in animals are 

^pSSSTLlE" t0 8 COapOUnd is -table 

ror processing in the second stage of testing, by which he 

apparently means testing in humans, Llhetetre are not 

treatS L PredlCti r ° f ^ 8UCCeSS ° f <*• claimed compounds for 
treating cancer in humans. The Commissioner, as did the Board 

confuses the requirements under the law for obtaining Tpatent' with 
the requirements for obtaining government approval to maS^a 
particular drug for human consumption. ? co „ I t^ ,? p 3d 

u Usa tyand D fff d t U15 ' 112 ° ^ «* S2>VS or tne 

a^l^TS - SSS12XS -tie 3S 

carSu^ot^ indication * the ^eral Circuit, the Office must be 
•SSL^ tLr^^i™^^ ^ Staadard ° f Pr ° 0f ^ a ^ tS to 

Lv SiV^T ? ' 2d " 9?8 ' 154 USPQ St 96 < f °°tnotes omitted, 

«• i n TP flniitrrr , 524 F.2d 1222, 1224, 187 USPQ 664, 666 (CCPA 1975) 

the objective truth of the .tetement of oper^iSt"?? *" '° "' eS,:i<>n 

^»Sr tet; SfSSSl^I p - 2d 24 0SP8M " "« <"»»» 

ars the initial burden, on review of the prior art or on any other 




Page 24 



ground, of presenting a prima fnrip case of unpatentability if that **r*~. 
a^cant^ °f 1°™* ~ arguLnt"^ 

case'of^Sr S^SSS^ 3 

" 5fifi In rr Pnrrifr , 376 F.2d 328. 330, 153 USPQ 407. 408 (CCPA 1967) ,«wh» 
the operatxveness of any process would be deemed unlikely L^ 0 /!i- 
-kill xn the art, it is not improper for th.^LS^cSl^^f™^, 
operatxveness.'). Seealso In re T«n«« moTTT^ ° r evidenc e of 

924. 928. 134 DSP0 335, 337 12JT2m 306 »•» 

I n re Brana , 51 F.3d at 1566, 34 uspo2d at -[am 

F.2d 430, 433. 209 OSPQ 48. 51 ,CCPA 198^ ^ " 642 

11 1 ffi TSnnr-i , 347 F.2d 887. 890, 146 OSPQ 193, 196 {CCPA 1965) 

"L tiiir^L 977 F - 2a " i44s ' 24 ospQ2d * 1444 — «— ■»» 

probative vSS.Ti'n reaaS to^LL^™' 8 ° PiniOTS ' "* ° £ 

609 P.2d 486. aor^HS ££55F L B ST i f i£ CMe - IB "^11' 

OSP02d 1331 (Fad Cir 1991, « , " " "Wlmrr . 929 P.2d 660, 18 

S 716 (R ev. 16 1994). ' nn »"~ T nmrciiiinn r 1 

DSPO 143. 147 ICCPA 1976)7 I tt " ""^"IT . 531 P. 2d 1048, 1052. 189 

When Dri™ facie obviousness is established and evidence is 
submitted in rebuttal, the decision-maker must start over 

broalened^." .^"'pSm, Jl^L? 1 * " 

ecrecc. Prima facie obviousness * i „ a1 

will rest upon evaluation ~* ,n * ^ . °" J -* * * lajucn rinding 
an, earlieAonc^rr^eda^i^ 'uTa^l* 
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record 

54 



59 
60 



In E X MTfr rrrmvm . 117 USPQ 229 (Bd. App. 1957) , the applicant asserted 
that a drug would provide relief from the pain of ulcers. The Examiner 

ST!!? 2l C ; aUM .° n the basis ^ applicant had not shown that the 

drug was effectxve in curing ulcers. The Board reversed the Examiner and 
indicated that the evidence necessary to support the asserted ^SitJ merely 
had to demonstrate that the subjects felt better after using the drug\ 

In re SazaYft , 379 F.2d at 978, 154 USPQ at 96; In re o^n^w, 229 p M 
at 462, 108 USPQ at 325. IOWffffV ' 229 F * 2d 

" In re Irons 340 F.2d at 978, 144 USPQ at 354. 

57 Ne l son Y i Rowlrr , 626 F.2d 853, 856-57. 206 USPQ 881. 883-84 (CCPA 1980) 
(reversing the Board and rejecting Bowler's arguments that the evidence of 
utility was statistically insignificant. The court pointed out^ST 
rigorous correlation is not necessary when the test is reasonably predictive 
181 r^J e !«T Sfi£ - a ^ *?V Bfillrt Y BnnmwTflr. 493 F.2d U80 
181 USPQ 453 (CCPA 1974) (data from animal testing is relevant to asserted 
human therapeutic utility if there is a -satisfactory coition oe^et the 
effect on the animal and that ultimately observed inhuman te^gs-K 

Tmi CrQ8 ^I ' T l 7Mlfn ' 7 " F - 2d 104 °' 224 USPQ 739 (Fed - Cir- 1985); In ™ 

K.^-i^s.r 885 (ccpa 19801 ; ^^^-^^ 

Nelson Y, POWlpr, 626 F.2d at 857, 206 USPQ at 884. 

in I n rfi ,Tmi^ t 628 F.2d 1322, 206 USPQ 885 (CCPA 1980), the claimed 

J^£T£--£S.-2£L 2~£=~- 

screening anta -cancer agents. ^ y Ior 

as "versed, fisa, In re BTflTlfl, 51 F.3d 1560. 34 USPQ2d 1436- Cross v 

Ijfflta. 753 F.2d 1040, 224 USPQ 739 (Fed. Cir. 1985); In ~ ' ll .Sff^ 

8 8 M 06 .f^' 5 (CCPA 1980) '* IM,Wn Y »™^r. 626 F?2d 853 ] 85 6, 206 USPQ 
881 883-84 (CCPA 1980); B, W HhHirtWinti . 530 F.2d 1402, 189 USPQ 432 (CCPA 

1976); m re ftmihm, 530 F.2d 1402, 189 uspq 432 (ccpa 19751. rrTL n 

379 F.2d 973, 154 USPQ 92 (CCPA 1967). t„ I h f^i I n re ^HYP , 

« xnop^rati^ h.,. aMity rejec ^ SSSVS. ~° n 



• 
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CitXQn, 325 F.2d at 253. 139 USPQ at 519-20 (therapeutic utility for an 
^characterized biological extract not supported or scientifically credible) • 
I B gfi ffnnnn , 418 F.2d 540, 543-44. 163 USPQ 689. 690 (CCPA 1969) {record did 
not establish a credible basis for the assertion that the single class of 
compounds in question would be useful in treating disparate types of cancers); 
i n Tf NOV?* , 306 F.2d 924. 134 USPQ 335 (CCPA 1962) (claimed compounds did not 
have capacity to effect physiological activity upon which utility claim 
^ d !:, C ° ntraSt ' hOWeVer ' m TP BiiflTM to In ffl flnnfrrr. 475 F.2d 1389. 177 
USPQ 396 (CCPA 1973), in which the court held that utility for a genus was 
found to be supported through a showing of utility for one species. 

SS&. Ex parte Mnnn. 9 USPQ2d 1746 (Bd. Pat. App. & int 1987)- £x 

parte Rfllrnrini , 21 usPQ2d 1892 (Bd. Pat. App. & mt. 1991). 

A number of decisions have addressed the question of whether animal data 
provided sufficient evidence of utility. 

In In re Harf.or , 311 F.2d 249. 135 USPQ 419 (CCPA 1962). the applicant 
submitted affidavit evidence that the compound tested successfully for 
therapeutic effectiveness and acute toxicity in the -standard experimental 
animal.- The court held that -inherent in the concept of the Standard 
experimental animal' is the ability of one skilled in the art to make the 
appropriate correlation between the results actually observed with the animal 
experiments and the probable results in human therapy.- Therefore, the court 
tTTs C ^ 1 aPpellantS ' clai »«* scions -re useful within the mtaninTof 

In in re KrimmH , 292 F.2d at 953, 130 USPQ at 219, the court held that when 

2l Z!Sf 1Ca ^° n teaches . the use ° f the claimed compound for the treatment of 
any animal and is not limited to the treatment of humans, and when 

ItTlll y S T lf i Cant t6StS ^ " standard experimental animals- establish 
that the compound exhibits a useful pharmaceutical property, sufficient 
statutory utility for the compound has been presented. The court defied 

standard experimental animals- as -whatever animal is usually used by those 
Session 1 " ^ t0 eStabliSh ^ PartiCUlar Pnarmaceutica/appScSio" in 

In Ex Pflrff WrnylVn . 231 USPQ 746 (Bd. Pat. App. & mt. 1986), the Board 
InZ™** ■»■*■«:'■ rejection under 35 U.S.C. S 101 that claims drawn to 
compounds asserted to be useful in treating human cancer were -incredS^- and 
thus lacked patentable utility. The Examiner did not support the assertions 
with any evidence to controvert evidence in the applicants disclosure Z 

exoerim^! " ^r 1081 " 6 teSt r6SUltS derived acceptable 

wTo^ r !' if" reSUltS fr ° ffi WSre to correlate 

d^«^T ^° giCa J. effeCtS observed in humans, were sufficient to 
demonstrate the utility of the claimed compounds. 

t^^LT^^f aniaal m ° del t0 asSess effectiveness of a drug or a 

utiST 7J?r y DOt itSelf PreClude a findin ^ that an invention has 

utility, fififi I n re (ThUnw^kY . 229 F.2d at 461. 108 USPQ at 325 ("The mere 

fuffiSel'ba^ 1 ^ ^ previousl y *~ d °ne clearly is not. in itself, a 
do ft i! t « for / e Decting all applications purporting to disclose how to 
do it.-); in rP Wopddy . 331 F.2d 636. 639, 141 USPQ 518, 520 (CCPA 1964^7-1° 
appears that no one on earth is certain as of the present whether the process 
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claxmed vail operate in the manner claimed. Yet absolute certainty is not 

"7 laW - . The mere £act «»* something has not previously been 
done clearly is not, in itself, a sufficient basis for rejecting all 
applications purporting to disclose how to do if). 

stated^ 6 * 1 ' " 1 11 re Tfinnr * ' 347 F -2d 889, 146 USPQ 193 (1963), the CCPA 

No authority has been cited and we have been able to find none which 
requires that in order to secure a patent, utility of a 
pharmacologically active substance must be proved by in vivo 
testing. The mere fact that the claimed invention may have possible 
utility in vivo does not warrant disregard of in vitro activity 
where the claims are not limited to in vivo use. 

Similarly, in I n re TflnffPr < 503 F.2d at 1392-93, 183 USPQ at 297 (footnote 
omitted) the CCPA, after considering the evidence relied upon by the Office 
m imposing a § 101 rejection stated: ^ urtice 

It is not proper for the Patent Office to require clinical testing 
m humans to rebut a prima facie case for lack of utility when the 
pertinent references which establish the prima facie case show in 
vitro tests and when they do not show in vivo tests employing 
standard experimental animals. 

" J Bnl7flriTli ' 21 °SPQ2d.'l892 (Bd. Pat. App. & int. 1991) (human 

il^tiL required to demonstrate the utility of the claimed 

invention, even though those skilled in the art might not accept other 
evidence to establish the efficacy of the claimed therapeutic compositions and 
the operativeness of the claimed methods of treating humans) . ° n?>0S1Cl0nS *** 

If f^! n9reSS created a special agency to determine both the safety and the 

l^tLJ ^ t0 21 D - S - C - § 355(a) ' ^ ° rder to Produce or deliver for 
aonrovaf t? ^ terstate «>™erce any new drug,- an individual m^st obtain 

approval of an application filed with the FDA. The statute defines^drua- 
extremely broadly and defines -new drug- as any drug not generf^ rec^ized 

to. H r ™ 6ffeCtiVe f ° r *** U8e su ^-ted. 21 3 „.S.c l S S I 

(P) • Under FDA regulations, the clinical investigation of a new druo is 

ETELST?* int ° ^ PhaSeS - The prinliSs of new 

SJ.SU 5 rSqUire ^ &9enCy t0 assess «*• likelihood that 

Retina , Z^* Ga * Ul * ° f — ^ the statutory standards for 

Till 22^ 7£ , ll e granting aPPr ° Val ° f th6Se Phases - * CFR 

& J 12. 22 (a). Part of these statutory standards include the requirement that 

u c 9 sn^TST ; 9her standard ^ utili * SSSt^Si 

USPO «i III : § 314 " 105 - Cf ■ In rf> Trmn. 340 F.2d 974. 978, 144 

USPQ 351. 354 (CCPA 1965) (reversing the Board of Appeals' utilitv ZZU 
and pointing out that proof with a double blind tes^™ wne"re tne lit 
rZZllf * Significant P lac ^° effect-amounted ^pro^ond a 

ZlT^lL 1w which was not required to conp * With 3 * uJ.STJol). 

ewla^ati™ 5*5 reqU6St t0 teSting the *^ requires submission of an 

to^tnTe fectiv^ss a of°^ le /° r 88 Wel1 aS -formation relating 

,° ^ effectiveness of the drug. 21 CFR §§ 312.23 (a) (3) (iv) (5) (iv> 
(8) (i) and (9) (i, . Thus , the ^ pursues a two-prong test to 'provide 
approval for testing. Under that test, a sponsor must show till the 
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investigation does not pose an unreasonable and significant risk of illness or 
injury and that there is an acceptable rationale for the study. As a review 
natter, there oust be a rationale for believing that the compound could be 
effective. 

If the use reviewed by the FDA is not set forth in the specification. FDA 
review may not satisfy 35 n.S.C. § 101. However, if the reviewed use is one 
set forth in the specification, Office personnel must be extremely hesitant to 
challenge utility. In such a situation, experts at the FDA have assessed the 
rationale for the drug or research study upon which an asserted utility is 
based and found it satisfactory. Thus, in challenging utility. Office 
personnel must be able to carry their burden that there is no sound rationale 
for the asserted utility even through experts designated by Congress to decide 
the issue have come to an opposite conclusion. 

34 AH^SS^ ' S 1568 ' 34 ° SPQ2d at 1442 ' citing *»" v * Wnnrr. 

-J* F.3d at 1063, 32 USPQ2d at 1120. 

Ss& In re Siffhm , 566 F.2d 1154, 196 uspq 209 (ccpa 1977); m r» h*^-™ 

311 F.2d 249, 135 USPQ 419 (CCPA 1962); In re ftnfhnHY, 414 F.2d 1383. 162 USPQ 
594 (CCPA 1969); In MlfMTn. 517 F.2d 465. 186 USPQ 11 (CCPA 1975)- In r. 
Sr^nsi, 292 F 2d 948, 130 USPQ 215 (CCPA 1961); fixjiarj^an^, 211 USPQ 
907 (Bd. Pat. App. & Int. 1981) . 

1 credibility of an asserted utility for treating a human disorder may 

be more difficult to establish where current scientific understanding suggests 
that the such a task would be impossible. Such a determination has always 
required a good understanding of the state of the art as of the time that the 
invention was made. For example, in the 1960s, there were a number of cases 
where an asserted use in treating cancer in humans was viewed as -incredible - 
s Wi? til " 22 ' 206 USPQ 885 < CCPA "80); in in mil-inn, 418 F.2d 

540. 163 USPQ 689 (CCPA 1969); E* 16 0SPQ2a 1379 {Bd . Pafc 

App. & inter. 1990); Ex partf Pimp, 1 USPQ2d 1908 (Bd. Pat. App & Int 
1986); E X parr - P KrrPHta , 231 USPQ 746 (Bd. Pat, App. & Int. 1986); Ex narl-* 
jQYanOYirfi , 211 USPQ 907 (Bd. Pat. App. & Int. 1981). 

F 2 d X 1320 ^T^ JllJ'.^ 1154 ' USPQ 209 (CCPA 19?7,; I" » .TftHfll, 628 

U l ,\ Q (CCPA 198 ° K SfifiJlafl E* ^ 117 USPQ 229 

(Bd. Pat. App. & int. 1957). 
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£££ 21 CFR §§ 312.80-88 (1994) 



